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MONTH(S) FROM 



Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3_ 

THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36 (a). In no event, however, may a reply be timely filed 

after SIX (6) MONTHS from the mailing date of this communication. 

- tf the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will 

be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this 

communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 

earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 ) Responsive to communicatiortls) filed on Apr 13, 2001 . 

2a) □ This action is FINAL. 2b) K This action is non-final. 

3)3 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under £x parfe Quayle, 1935 CD. 11; 453 O.G. 213. 



Disposition of Claims 

4)^ Claim(s) 7-27 



4a) Of the above, ciaim(s) 1-6, 8-9, 11-12, 17-26 
. Cfaim(s) 



6) ^ Claim(s) 7, 10, 13-16, and 27 

7) □ Claim(s) 

8) 3 Claims 



is/are pending in the application. 
_ is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction and/or election requirement. 



Application Papers 
9)L The specification is objected to by the Examiner. 

lOin The drawing(s) filed on is/are objected to by the Examiner. 

1 1) L^ The proposed drawing correction filed on is: 3)3 approved b). . 

12) 3 The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

13) 3 Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d). 
a) 3 All b)'-J Some* c)3 None of: 

1.3 Certified copies of the priority documents have been received. 

2. 3 Certified copies of the priority documents have been received in Application No. 



disapproved. 



3. 31 Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14)3 Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 



Attachment(s) 

1 5) Notice of References Cited (PTO-892) 

16) ^ Nottceof Draftsperson's Patent Drawing Review (PTO-948) 

17} Information Disclosure Statennent(s) (PTO-1449) Paper No(s). ^/ 10 



18)0 Interview Surrvnary (PT0 413) Paper No(s), 

1 9} lIj Notice of Informal Patent Application (PTO- 1 52) 

20) □ other: 



U. S. Patent and Tradennark Office 



PTO-326 (Rev. 9-00) 



Office Action Summary 



Part of Paper No. 14 




Serial Number: 09/365,57 6 ' 1 

Art Unit: 164 6 

DETAILED ACTION 
Response to Election 

1. Applicant's election without traverse -^f GrC'Up IV, claims 7, 
10, 15-16 and 27 in Papier No. 13 is acknowledged. 

Claim Objections 

2, Claims 15-16 and 2 7 are ■I'bjected to because ::)f the following 
mtormalr t ies . Appr^^pr late i^'^rrect ion is require'! . 

Claim 15 uses the acronym 3-PARE wnich shoul^l be identified 
with the full name. 

Claim 16 uses the acronym Ecl.E which should be identified 
with the full name. 

Claim 27 is dependent on a nc-n-elected claim. 

Claim Rejections - 35 USC §101 

5. 35 U.S.C. 101 reads as f'::)llows: 

V7hcever invents '.^r dis<:o\^e!rs dny nev; and u.^-.eful process, machine, 
manufacture, or ccumpos 1 1 ion of matter, or any nev; and u::.eful imprC'Vement 
thereof, may obtain a j:atent tiiereeor, subject tc- the iiditiC'ns and 
requirements of this title. 

4. Claims /, 10, 13-lo an.:i /.l arc rej'^^^rted under 35 U.S.C. 10] 
k'Ocause the '.:"laime':i inventi':in is net supported by eith(5r a 
substantial asserted utLlity^ c^r a well es tab) 1. ishe^l utility. 

The (::laims ar^2 dirt-.K":teo to a p olyp)o'P't ide of i-lP or 
comprising substantially identical sequence of SEo ID rJ0:3 where 
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f 



tlie RIP is an 




th 



n-j kn-;.) vvn 1 1 g and . 



rpU -I . I .~ ,~ 



the art at, t:he filing da':e 'jf the invent i'On was sacii that the 
c l.C'S*;.'3t, pr^'tem h^y peri:;*:?nt identity was also an c-rphan re:::eptor 
(hiac' et al., US 5,639,616). The specification as filed does n'jt 
discljse ji pr-i'Vide evi'ience that pc-ints to a r)r>jpe2^ty of the 
claimed r';j'::eptor such that an-other nor—asse rted uti].ity w-juld be 
well established. Since the function of the f:'r':^tei.rL is n-jt }:n'jwn 
Ijecause the li_<;farLii is n^jt knjwn, the r-rotein Ia>::ks well 
ti'S takd i 3h^;^i u^iility. The sped'i 1: Lea t i on ^.n page 4C; Llisci'jse the 
assei ted utility of usin-ir the recep'tc-r t? facilitate:' the 
prodU':tLon of pharmacolc'>;f ic mc'di.fi.ers C'f Ft-lP. functi*jn. H'jwever, 
tl'.ere is wo nexus between the unknc^wn pr«jp'erties 'I'f the r-^cep'tc-r 

■ lyp-er.- ti i*:' and the t r~eat.:merL*: of any diseases. Thus, the claimed 
invention lacks sutistantial utility bec^ause furthtET r<:^sea. r<::h to 
i'ientify reas^-nably C'jnfirm a 'Vreal wc'rld" context C' f use is 
r '-qui r~'='(i . Any utility c^f the nu<.:leic acid enccrjlng the puc^tein 
or (jtlier sp-ecific asserted utility is dirc'ctly oep>endent on the 
f uni:.t i.C'U ':-t' triO p'rotein. A (:ir>::ul ru.r asserti-jn of latility is 
<:u:-eat»M"i wut-ue th*- utilit-y (^f -ho |U'':)t(rdn is no(--:led t- break out 
t iiC: curcubju ess^i-rtion ou" u1. i luvy. T'hc: i Ui:h.;ui re«j(-|j'^^i 
pcdyp-cip'tid':: dC'fz'S nC't hav'.; a well r-statlished utility k'Ocause 
a i. f f ei fEuit rT:M::.E.'P' tC'rs would have c^L t f e^rent funi;ti':'ns and tht=! 
:^kiil.(E'd aroisan would ha^^'e to d^E'tc-rmirisr^ tdie fun ttiC'ii <: f tdie 
orp'han re'tG]: tc^r . The claimed pC'lyp-ept ides do net have 
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substantial utility because 



the 



skilled arti 




prepare, isC'late, and analyze the f)r'jtt:!in in -order to determine 
its functi'jn and use. Theref'jre, the inventi-jri Is not in re^adily 
availat)le ferm. Instead, further experimentation of the protein 
itself woulci be requireci bef^jre it could be used. 

Claims 7, 10, 13-16 and 27 also rejected under 35 
U.S.C. 112, first paragraph. Specifically, since the claimed 
invention is not supported by either a substantial asserted 
utility or a well established utility for the reasons set forth 
above, one skilled in the art clearly would not know how to use 
the claimed invention. 



5. Tne f':dlcwing is a quotation of the ap'prep'riate paragraphs 
of 35 IT.S.C. 102 that form the basis for the rejections under 
this secti'jn made in this Of free action: 

A peis'i-a shal l be t^nti t led to a f^atent unless -- 

(k)) t.h^;^ invent I'l-n v/as p^a tented c^r described m a printe-ii p u!:ili.cat:-:.on i.n 
this a f-jrei':;n c:ountry c^r in paiblic use or on sale m this cciunt-ry/ nuDie 
than '^ne year prior tC' the da t.e appdication for p^atent in the. United 



(e) the ;nventiL'n v/as desrjnli'ed in a p^atent: grariteil on .;in apipli'/a tij.r.n f<jr 
pc;*.erit. t>y anotti-r tiled in r l,e I'njted SVate.s befc'ie t:he inv'?nti<jn t;herec:>f 
by th^: \pplic:ant tor patent, or on an int-ernat i :: na 1 appd. ica t I'On by anc-ther 
wl'io has lultill'E-d the requirements of paragrapli; (t), (2), and {li C'f 
s<E'ctiL'n 371(c) of this title heiore the invention thereof by the <app-licant 
f(or p.itent. 



6. Claims 7, 10, 1.3-1'j, and 27, are r»E;jecteii under 35 
U.S.C. 102(1)) as being anticipated by held et al.(Cell, I992;i. 



Claim Rejections - 35 USC §102 



St ate : . 
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T.e]_d -'t al , ■iisc].os\^ human r>:;tiiioic acid r-ircept ^rs (RAR) and 
tfLyroi':! reoBptors winch hind to PiiFi t'j f'^rm heter'j'iime rs (page 
i/7, abstrrict,; page ^VS, le^t '::':)]ur[in, mi'idhE; p)aragraph). The 
heterodimer of RAR an.:l R:-:R binds pRARE (p^age 38 :h right coJumn, 
second par\^graph) . The cDMA enc-oding human ?J\?. is used for 
expressi'jn of reC'jmb: nanr firoteins (page 390, right column, 
bottom section; page 391, left cc'lumn, tC'P two sections). 

Claims 7 and 10 f£!n^:'™pass human PAFl becaus^:^ the recitation 
jf '\sut'S tarit i al ly iderrti-'-al" is defd.nt:;d in thie speci f icat ic-n 
(page 6, lines 27-34) to encompass unlimited number of n-jn- 
cc'nservat i.ve subs t i tut i-oris , de Let ions , and i nse r t ic'ns an^i as 
defined F'AF' is substantially identical t:' 3EO IL) NO 3. 

7. Claims 7, h), 13-14, 16, and 27, are rejecvted under ?■ 3 
td S . C . 13'(b) as keing ai'it ic ipat ed hy Thcanas et al. (Nature, 
1993 . . 

Thcmas et al. discb.'Se the ecays^'Ue receptC'r (EcF.) e.'-'.jjressed 
iri IleLu cmII;:: wh::.ch bind.:' r,o Fi'CF; t'j fcrm a heter O'diiTLt:;!- (pag^E- 471, 
ak'Stract; |:a':ie 471, right ':>:>iiiinn, firs^ r'ciraoraf:'h; F'-^*^*- 472, 
fic.l; I'dOi: b.^4, loft, ccdumn, \op ra r riij r .::i.ph ) . Tnc iiete r*. '.limer -:)f 
ErR and Fi':F. 1: ind.^^; iiicFE: (pacje 4'^'!, abstia^T't; page 471, riciht 
cr lumn, f : rs*: i^aragrafh; pa^je 472, fig.l). The '::D1IA en':('a:iing E'jR 
LS use'i f(_'r iE->:|:'ressir i: o\' r tEicombinari t |:'roteins i.n HeLa l>j 1 1 s 
(page 471, abstra(::t; pacuzi 471, right c(E'lumn, fir.-=:t paraLiraph; 
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page -M/.^ f ig . 1 ) , 

i^laims 7 and ].() en::':impass EcFl because the recitatijn jf 
''substantially identical" is define:! in trie sp'zic i. float l-jn (page 
6, llries 21-3^\) to enc^jmpass unlimited number ef non-corLse rvat 1 ve 
sutist itut ions, deletions, and inserticins and as ':letined EcF; is 
sukistantially identical to SEQ ID MO:};. Claims 13-14 an<:l 16 
recite ''derived from a mammal'' and since the sp^eci f Ic^a t i -jn dc^es 
ri:)t d^?flne t:he term "deri.ve':! from", the E::F: ex]:)r^E:sS'f;'l in Hf;,"La 
■::ells is interpret. e-l to mean a po 1 yp^e]:' tid*:; prtj'luce:! -jr derived 
from a mammalian cell. HeLa cells are human cell lines. 
3. !.;:laims 7, If), 13-16, and 27, are rejected und^:'r 3 5 
'J.S.C. 102(e) as Ijeing ariticipated t^y Lia^' et al.(U:3 5,639,616). 

hiao et: al, liscl-jse ulidquitC'US nuclear recepfi^r whiich is 
■:*7,1a identical to SEQ ID H6j : 3 . 

'"lairiLS 7 and 10 en^'^'mpass human FAR r^ecause *:he recitation 
'jf " s'.ibs tant ially identical" is defined in the sp^e^: i f icati«:-n 
i.r'aa^' 6, lines 27'-34) tc eri'i-ompass unlimited numljor c^f nc-n- 
Cijusr-rvat i ve suh'S f 1 tut i(:'ns , de 1 e t ions , and insertio ns aniii as 
'lit-; f i nt.'d FAR is suios cant, i a 1 1 y iilentdcal to s:^Q ]\) W) . The 
ibiqu : tL'US r-o< 'op't. r Mas the- id'Uit i ■"a 1 amir^o dC i d S':'quci:.(„:e as the 
cIJA k'-.nding r*:'gi()n C'f SEQ I fj Nf':5 an^i thus inheren':ly k-inds the 
i'llA r<rsp'C-nse element of FARE and EC:PE. 

f ' . The p'rior ait made cjf recc r(i and not reli^^d upcn is 
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considered ijei^tinent: to applicant ' s disclC'Sure . 

Hcgness et al.(US 5514578) is a cumulative reference with 

Thomas et al . 



10. No claims are allowed. SEQ IE) NO: 3 is free of the p^rior 
art. 



IJ. Any inquiry concerning this communication or earlier communications from 
thie examiner should be direc:ted to Michael Pak^ whose telephone numlier is 
(703) 30 ^'-7 0 38. The examiner can normally be reached on Monday thrciugh Friday 
from 5:50 AM to : 2 0 PM. 

If attempts tC' reach the examiner by telephone are unsuccessful^ the 
examiner's sup^ervioC^r , Yvonne Eyler, can be reac:hed on (703) 308-5564. 

Official f.c-ipers filed by fax should be directed to (70 3) 303-4242. 
Faxed draft or informal communications with the examiner should be directed to 
(703) 300-0294 . 

Any inquiry of a general nature or relating to the status of this 
ap'P'licat 1 on or pc~oceeding should be directed to the Group receptionist whose 
telephone number is (703) 308-0196. 



Michael Pak 

Primary I^'atent Examiner 
Art Unit 1646 
2 0 June 20 01 



